INTERNAL SAE LETTER

INSTRUCTIONS

Following is a new format for submitting local SAE’s.  The new format is now in a letter format.

Directions on how to submit the attached form:

1. Open the letter in WORD and save it on your computer hard drive.

2. Fill in the information for both the investigator and coordinator.
3. Fill in the IRB study number and title

4. Study Status: Please check the study status at time of reporting
5. Subject Information: Give study subject number, please do not give names.
6. #1: Give the name of the SAE event, e.g. Headache.  If more than one event is listed, bold all the events that are considered related to the study.

7. #4: This assessment MUST be made by the investigator.

8. Signatures: The investigator MUST sign the report before sending.

9. Revised ICF Attached = If related, and study is still open to enrollment; you must revise the consent and attach with the submission.  If this is not done, it will be sent back for the revised consent.  If you send in a revised consent, check this box.  When sending in a revised consent, please submit two copies.  The first copy should have the changes listed by using the tool “track changes” within Microsoft Word.  The second copy should be a clean version to be stamped approved and returned to you for use.

Attach a copy of all the sponsor’s forms/reports that you listed on the chart.  Retain a copy of all sponsor forms.  IRB copies will not be returned.  This letter/chart will be stamped from the IRB and returned when reviewed.  You must send in a revised consent if the event is considered related and it is not in your currently approved consent.  If this is not completed, the forms will be sent back without being reviewed.

Signatures:  The investigator MUST sign the form.  The coordinator is not allowed to make the assessment of relationship of the event.

<Investigator Name>







<Coordinator Name>

<Investigator Address>







<Coordinator Address>











<Coordinator Email>











<Coordinator Phone>

<Date>

Human Subjects Protection Program Office

MedCenter One

501 E Broadway, STE 200

Louisville, KY 40202

RE: 
LOCAL SAE Reports for IRB # <insert IRB number here>  Title: <insert title here>

Study Status: 
(
Open to enrollment

· Closed to enrollment, no subjects on drug/device
· Closed to enrollment, ____ subjects still receiving treatment
SUBJECT INFORMATION:
Subject Identifier:

 

Sex: (  Male
(  Female

Date of Birth:

  Age:



1. Serious Adverse Event 













2.
Date Subject began study drug/device? 

  
Stop date of study drug/device 





3.    At the time of this report, the outcome of the event is: 
( Resolved
( Ongoing
(Death

4.
The Relationship of the event to the Study Drug/Device is considered by the INVESTIGATOR to be: 



( Not Related         
( Possibly Related 
( Indirectly Related (explain) _________________




( Directly Related 

5.
Is this event currently listed in the consent form?

( yes
    ( no


6.
This event resulted in withdrawal from Study:
( yes
    ( no
       ( DEATH


If Yes, the withdrawal was due to:
( Medically Indicated Withdrawal
( Subject or Physician Request

7.    Date Event Began: 
       Date Event Ended: 
            Duration if less than 24 hours: 
       Ongoing?  ( yes    ( no


( Resulted in Prolonged Hospitalization
   ( Resulted in Permanent Disability
( Resolved Spontaneously

( Resolved with treatment

   ( Subject Died.  Autopsy Performed? 
(   yes
    ( no 

( Resulted in Hospitalization
EXPLAIN SEQUENCE OF EVENT:

Signature of Principal Investigator: __                                                                                  Date: __



 

Attach notification to sponsor if applicable

Attach currently approved consent with event highlighted

